
Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viamo (vi .2) SSA-640A Ultrasound System

510(k) Summary 1(0 3 / z' /
Submitter's Name: Toshiba America Medical Systems, Inc. DEC - 4 2009
Address: P0 Box 2068, 2441 Michelle Drive Tustin, CA 9278 1-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: VIAMO MODEL SSA-640A Version 1.2
Common Name: Diagnostic Ultrasound System

Classification:
* Regulatory Class: II
* Review Category: Tier II

* Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN
[Fed. Reg.No.: 892.1550]

* Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO
[Fed. Reg.No.: 892.1560]

* Diagnostic Ultrasonic Transducer - Product Code: 90-ITX
[Fed. Reg. No.: 892.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:

*ToshibaUl~trasound Diagnostic System Aplio XG MODEL SSA-790A V4.0 -510(k)

K09 1295

Device Description:
The Viamno is a mobile system. It is a Track 3 device that employs a wide range of probes
that include flat linear array, convex array and sector array with a frequency range of
approximately 2.5 MHz to 7.5 MHz.

Intended Use:
The Viamo SSA-640 vil.2 Ultrasound System is indicated for the visualization of structures,
characteristics, and dynamic processes with the human body using ultrasound and to provide
image infonnation for diagnosis in the following clinical applications: fetal, abdominal, pediatric,
small organs, neonatal cephalic, adult cephalic, cardiac, peripheral vascular, and musculo-skeletal
(both conventional and superficial).

Declaration of Conformity:
This device is designed and manufactured in conjunction with the Quality System Regulation,
IEC 60601 -1 (applicable portions), IEC 60601 -1 -1 (applicable portion), 1EC 60601-1-2
(applicable portion), EEC 60601-1-4 (applicable portion), 1EC6060 1-2-37 (applicable portions),
IEC 62304 (applicable portion) and the AIUM-NEMA UTD2 Output Measurement Standard as
applied to Track 3 Ultrasound systems and the AIUJM-NEMA UTD3 Output Display Standard.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

Toshiba America Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLCDE-409
1394 2 5th Street NW DC 420
BUFFALO MN 55313

Re: K093171
Trade/Device Name: VLkMO SSA-640 vil.2 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: LI
Product Code: IYN, IYO, and ITX
Dated: November 19, 2009
Received: November 20, 2009

Dear Mr. Job:

We have reviewed your Section 5 10(k) premtarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the VIAMO SSA-640 vl.2 Ultrasound System, as described in your premarket
notification:

Transducer Model Number

PST-25ST
PVT-375ST
PLT-704ST
PLT-805AT
PVT-382BT



Page 2 - Mr. Job

If your device is classified (see above) into either class IL (Special Controls) or class ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your prernarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http)://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmI 115809.h)tm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premnarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hittp ://www. fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH 's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at

(301) 796-6242.

Sincerely yours,

Janne M. Mos

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Toshiba America Medical Systems, Inc 5 10(k) Premarket Notification
\riamo vi 1.2 SSA-640 Ultrasound System

510(k) Number (if known): K093171

Device Name: Viamo SSA-640 vI .2 Ultrasound Systemn

Indications for Use:

The Viamo SSA-640 vl.2 Ultrasound System is indicated for the visualization of structures,
characteristics, and dynamic processes within the human body using ultrasound and to provide
image information for diagnosis in the following clinical applications: fetal, abdominal, pediatric,
small organs, neonatal cephalic, adult cephalic, cardiac, peripheral vascular and musculo-skeletal
(both conventional and superficial).

Prescription Use Only (Per 21 CRF8OI.109)

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation CODE)

(DivisiOc Sig Ab-Ofna)
Division ofRpoctv Admnl
and Radiological Devices

510(k) Number ?P1 17



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
System: Viamovl.2SSA-640A ~ ~~Viamo (vI.2) SSA-640A Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific [nB 75ThnClor J-mie 1 H yaicower CHIII4 Other

(Tra s 3)Doppler (Specify) IFlow I INotel

FOphthalmdic . F ]
[P~etal ---.- 1NhTV WVTW 2 NF V T V

~Abdominal - NIN N2N 2
Intra-operative (Abdominal) I [ i 4 F

lmintr-operative (Neuro) [jj I I T___ j
FPediatric iiiiT-W 1 [2 VN N F- i~
ISmall Organ (NotelI) N ~WT2 TN N f
Neonatal Cephalic ___[NfNN [N12[NJ i

Adult ~IciNINITcN 2 NN
FTran-rectal ____r ] t T - - 7
Trans-vaginal _ I11 ~ }
FTrans-urethral ____ 1 1 1
Trans-eoph. (n-on-Card-.-) - 1 ~ V1__
Musculo-skeletalN 2 NN
(Conventional)N N N

[ Cardiac Adult _____ [NIN(Ni [~N[ 2 -iN [ N

Cardiac PediatricN N [NI N 2 I [

N-nwindivacuar(oCaPrevio laredby!1 A E addedJ~ unerthsapeni
Prensousoph 1(Cada) of the transducer:_

PnescardpiacUs Ol (Pe 21 CR8 1.09__ ivv). -

~~Peripheral vessel Nlgica Deie

Previous 51(k) of5thetransducer

NoteI Sall rga inlude throid brastand estcle



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
System: Viarno v1.2 SSA-640A ~~Vision (vi 1.2) SSA-640A Ultrasound System

Transducer: PST-25ST

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Specific 1 B] PWD ~CWD Color Cmie THI DnmcPwr CII4D Other

(T'rack~s3) I Dopple r (Specify) Flow 2DJ ] Note]

lAb-dominal F-1 TT IN 7 T
[Its-operative (Abdominail) -- iI i
llntra-operative (Neuro)1 T1 T j
FLaparoscopic I ~ I1 ] TV
Pe-diatr-ic ____

FSmall O0rga (-Note liI1I I [ V
rNeonatal Cephalic [NI1N IN I1 T N 2IN[ 1N iJ
rAdult Cephalic N_____ NNV2 NI iN I I
FTransrectal __ 11F1
Trans-vaginalI-

Trans-esoph. (non-Card.) ___ _ I ____ [ ITI 4____I
Musculo-skeletal1 

___

i(Conventional)
Iusclo-skleta (Superficialj) I I

[IntravascularIwj 7[fF~
Io~ther(Spe~city) ____ 1 ViV 7 I II
Cardiac Adult 7N NT NFh 2 I 7N ] __

Flaivasular (Car~diac)-

[Trans-esoph. (Cardiac)___

Other (Specify) [ i l I I
Pe;ri ph eraml vesse VF~

N = new indication; P = previously cleared by FDA; E added under this appendix

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/P WD; BDF/PWD; BDF/MDP; BDF/MDF/PWD

Prescription Use Only (Per 21 CRFSO01.109)

Division of Reproductive, Abdominal,
and Radiological Devi'C1 %q

510(k) Number.3 ?

B-2



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
System: Viamo vL2 SSA-640A ~~~Viamo (vl.2) SSA-640A Ultrasound System

Transducer: PVT-375ST

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

F Clinical Application 1ioeof Operation _

Specific B MWIW Color Combined THY yai Power CHII 31 Ote(Tracks 3) Doppler (Specify) I Flw INotel

IOpht aimk~i
[Fctal N f 2 N FN F1
FAbdominal IWN~N i N V t

I[intm-vpemutve c do mnanaVFY
Ilntra-operative (Neuro) 1 F 7 1j7 F7
FLapaoscopic ----VT- - 7 FFPe~diatric lNN vv -7v 2 N N -
Smali Organ (Spepec)lffj~ih -

Neoa-d t alC- ep hai c Tl E

Trans-vaginal1IV T
Trans-urethral TF 7T ~7
Tira-ns-esoph. (no-nar-Cad Ifj7TTF

I(Conventional)

Fb~usculo-skeletiet cal)sprli7VIj 7
[IntravascularI T V 2T
O0ther (Spe-cify)I1 74 7 - -I TV W
Car~di-acAdult VITVVJ

FCardiac -Pediatric7T VK Ivm r -Fln-travacularCada--7 T t r f- .i
Ifrans-esoph (Cmdiarda)r ) T
Other (Specify) 7
Peripheral vessel F

N = new indication; P - previously cleared by FDA; E =added under this appendix

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/P WD) BDP/PWD; BDF/MDP; BDF/MDF/PWD

Prescription Use Only (Per 21 CRF801.109)

(Division ~ ~ ~ C-
Division of Reproductive, Abdominal,
and Radiological Devicv c
510(k) Number t(/27
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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viamo (vI.2) SSA-640A Ultrasound System

System: Viamo v4.0 SSA-640~A
Transducer: PLT-Y04ST

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClinicalApplication Mode of Operation
Specific ~ V~ W CW Coo CmielTl Dynamic Power CHIT D Other'(Tracks 3) Doppler (Specify) Plow ] 2D jNotel

L4Ž•grninal(AdmnlF LIL LI __I llntr-operative (AbdoFminal)
Jintaperative (Nuo
* Laparoscopic Pem ~ ~ J 1 1 1 ...
FPediatric I ] [4 _

ISmall Organ (Specify) (1).N NN N2[ TV T
Neonatal Cephalic I__
FAdult Cephalic i T F F I__

Trans-rectal ~~~~~~~~~~~~~ V-- 7F---- ---m-----

Trans-esoph. (non-Card.) J 1 TI 1I I
Musculo-skeletal (Su N 2 N N -

lntravascdular -I-.JI[1

,l Sper( pei/)]
I Cardiac Adult __. - VF Y V Wh
ihn-travaular -(Cardic) 7 VF iFT J
FrTran-e-soph. (Cardiac) - I IT ~ ~ ~ TFlntra-cardiac -- ,~i. I I11

-Iother (Speci&~) I I ¼
jPeriphcralvessel NN N N
Otfe (pcify) 17 7 I__

N = new indication; P = previously cleared by FDA; E - added under this appendix

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/IM; B/PWID; BDF/PWD; BDF/MDF; BDF/MDF/PWD

Prescription Use Only (Per 21 CRF801.109)

(Division ig-n-ft) f)
Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number- K<DJ /y
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Toshiba America Medical Systems, Inc. 510(k) Prernarket Notification
Viamo (vi 1.2) SSA-640A Ultrasound System

System: Viarno vlI.2 _SSA-640A
Transducer: P- LT-8SOAT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicatin Mode ofOprto
F Speciflec M IPWD CWD Color Cmbined T3DyamePwe ]~e

(Tracks 3) Doppler ~~(Specify) Flow 2D Notel

jIdmhacl V 7 T T
FIntra-osuratie(ero) T

Cdi Adult Cpai __ T7v

Tranios Sure)ofthe rasucr K0912F95v
Nter Salleorganoin.clueahroid)bra _TdTestcle

Muescrito- ske Only -Pr2 R801 9

(Conventional)onofRerdutieAdoinl
Musculo-skeletal nd Rdio gi a Devi -Y '

intravascular T V F~~~~~~-Other (Specifr)k) Nmber Cardic Adult____ 1717 TrV 1F VV



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viarno (vI.2) SSA-640A Ultrasounid System

System: V--iamo vl.2 SS~A-640A
Transducer: P-VT-3828T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application IMod of Operation
-- Specific -7-PBM W CWDJ Color Combind TIDynami7lPower CHhrI

plr(Specify) Flow DIoe

Fe~tal F fV Tp 2 ppI

[Intra-op -erative(N uo V ICAF…- 
-

[Pediatric IpFFF 2 P

AutCephalic 
IFTrans-rectal TVF ~F

FTrans-vaginal ___ IFT- 
- -

[Tm-t~P(no~n-CardT FPTT 7]T-
rMu-sculo-skeletal 7I(Convenitional) I-I I K~~

frmusculo-skeleCar (Suerfcia) V T V)nIlntravdasculrI-

jJ6thier (Specify) _FFV Vh 7F J
Cardviac 1Gk o h Pei tric suce K091T295

Ntrsesoph (Calordaniac)ue thyod at1anFTtesticle

1Preripheral vese Oly Pe1 FR 80.109

N =ne idiaton P= pevoulyclard y DA;o of adeprdundrthise Appedoixal

and Radiological Device

510(k) Number 7\L2
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